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<5> ^*fl #-8-3*5] oL oi^ <y-^c]^ wfl^HB^ pH 1-7. 4^21 -g-efl£7> «1 

[^ol o]3^} ^ 71^^ ^] 
<6> o]d\) i ^7}^ #71 tb &*113* Sfllt T 5*^ ^1^*1 7^ 

^j7^> 0^^-# 7ll-*l <y-S.Cl^o) 2}-El-S->olcS. Al 3, 1 ^o>^lH#-^ 

(p-hydroxyphenyl acetic acid saltH -f^r^ l-Bls}-^ ^^(^^a^ o>^#, -§-*flB, 

^M^, 7>^)* 7>^Cf^ 3* ^*>7ll Sl&tf. 
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<13> o)^ t ^-Qr ^ #^1^1 

<i4> 2|.S}-^221 #3.1=1^ Bj-5}-^olcs.Al2ll^oHlH# ^(amlodipine 

p-hydroxyphenyl acetic acid salt)°11 
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<36> ^-Jl ^a1<^1 2. ^St^ 4^-*^-^^^^ *flS«<}-^ 

<37> 5}-2}-f-^<?M^> 20g-g: 100ml ofl ^-^cf. ^ ^a] oflio]]^ ^2:*V oj-^^ 

^ 40g^r *\}^ 500mH ^<*H ^Vtb ^, 3^1# ^ 23°C°lH S^}^. 

<38> o^^o} Dfl^sj- l^-*^ 100m IS * ^^s^ 
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sft!: ofll^MHHB 50ml, ^ 50mlS ^*}cgtf. 23°C*1H ^£3^H oj^r) 
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<45> 5.1. 



^i^^(C 24 H 33 ClN 2 0 8 ) 













<47> 



<48> 



<49> 



<50> 



<51> 



-8-^: 160°C 

S2«fl M-El-^ £^«H f ^Stq^^ J^eJ-SM =^.Al^|^d>AflB^-a: 

52. 



4# 




^e)--s(-o| = s.A|3f||^o(-^| S A|-<g 


oj-S.c)^o.SAi 5.0 mg 




65 mg 




120 mg 




4 mg 




2 mg 



^ ^€ Ef^ 71 (ERWEKA A>-g-^>o^ E^^t}. 

<53> ^^H13 : ttSr^.ai sj-gl-^cl^Algfl^oMlH^^^- 5*Hrfe 3*1141 

<54> t}-g- 53ofl uj-t^ ^tfj-o}, <y-S^^^ 2)-e1~5r}c»lcS. A ] 3 | 1 ^ C) ^ lH A>^^. 

5^*Rr 
<55> 53 . 
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<56> 









ov^.q^o.s.Ai 5.0mg 




180mg 




6mg 


l-e1«l^^l-e]€- K90 


6mg 




4mg 




2mg 



<57> 



<58> 



<59> 



<60> 



<61> 



FLOW*)! A>-g-)ofl Ef^-g- ^, M-^^] ^^>^l 

(ERWEKA*fl)l- *}~g-*H ^-&}<%v).. 

^aHU : <a-g,i3?lol j^^-gl-ol t=slx\ g|l y oy^l g^^^- 3L^)-g>^ ^^Ml^ ^lS 

S4. 









oj-S.q^o.^-j 5>0mg eH^-^= 




65mg 




120mg 




4mg 




2mg 



^ ^<3€ afl-H ^7l(Bosche^> *Uf-)# A>-g-^H , ^ tf-M ^^BS 

<63> 43*1415 : ag^M^ gF^-^ol a! gfl vj o>^l M a><* S- 3L*HRr 

<64> cf^- ^5^1 ^W^, °J-Scl^S] ^o1££a1jJ^ 6 H1ea>«|. 

<65> 
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5 .0mg 




180mg 




6mg 


l-e)u|^2ll-£|§. K90 


6mg 




4mg 




2mg 



<6?> -fp^-, aiilHl^, ^fl^l-E^ K90* *>-g-*H, S^CSPIR A 

flow^i A>.g-)6)] ^^v^ ^4^-1- ^ls^r ^ , m-^^i ^^--a- ^^>i ^"t 

(BoscheAf *fl#)«- A>-g-*H, 33 Jg-f4] 
<70> 5.6. 



<68> 



<69> 



<71> 







25% i 60% 


75% 1 95% [ 








1 


3f£|--S|-0|IlS. 


0.15% 


0.08% 


0.1% 


0.14% 


0.17% 


»1|^5l|o|S 


0.14% 


0.10% 


0.09% 


0.15% 


0.17% 



<>)H 0.5%ol^ iLo} §rf^ 30. 3^ ^-^^ ( -a|-^1 ^ ^ aflafl^. ^ 



22-17 



4 



1020020044859 



2003/7/23 
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<75> 



<76> 



^lStb #3.^ wfl^efloiBl- 25°C^1^ 4°<ft!: -g-*ti^?l*HH^ -g-*fl£l- ^^}S*-° 

(mg/mlHt}. 
K7. 



-§-*]] 


*HJ-<S 1 


| alji 




^-SM^^l | H]|^5l]0|E( mg / ml ) 1 




■5-TTT j 


3.0 




pH 2 j 


8.9 




pH 4 


8.8 


1.32 






pH 6 


2.2 


1.28 




pH 7 


1.1 


0.64 




pH 7.4 


4.0 


1.35 




pH 8 


3.0 


1.25 





V)*}^ -g-gfliE ^oflAi -f^*V S-Aj^ 7}*lZ! ol-g-^- ^ olCf. 
<79> 1. Jl^fl ^Bfl^A^ oj-S.^ ^HSH^^^MH^^ 

<so> ^AHioflAi *flStt ^-^H^^l^l^^HlB^:^ ^ ^Al^loflA^ 

<8i> S8. 
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m 




2^ 


4^ 


S}-Cf-S^o] 2.-^- A] 


99.7% 


99.6% 


99.5% 


99.4% 




99.6% 


99.6% 


99.4% 


99.2% 
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<85> 



<86> 



<87> 



<88> 



(* HFLC W%) 
HPLC 

^#7l: x}St]# ^-^(^spg- 237nm) 
2^: ^t-fl^ ^s]7l-i C18 (4.6mm x 150mm, 5pm) 
°]^- ^l^^^^^V^rf- S-^tifl^3i(o.03M) : = 4:6 (^M) 

-n-^: 1.5 ml/min 

^efl^lS^ 60°ColH^ 7 >^l^o]lA-l ^ ^^- 7 > 7^ #5.^ 

<90> -g-ofl Aj-^o} o>^^^- o & Vo]-^7l 3*H, ^HU°1H ^2:^ ^S-tq^ sj-^-^>°l^ 

#71 Ml ^-ElHHo} o>^aj Al^ofl a}-^ S?IA5L HPLC* °1 4. 



<89> 



22-19 



1020020044859 



^ 2003/7/23 



<91> 



<92> 



<93> 



<94> 



<95> 



^HHH^ #<?>^# 3l*M, ^HHH <3- st ^ -^-^H 

*l, ^#^m ^fls. 4^?J ^.^>^cf. n *>7l 59*11 

59. 





S7| 


25 U C, <U%, 4^ « 




W(HPLC) 


WCHPLC) 




99.5% 


98.9% | 




99.2% 


82.5% 




99.2% 


72.0% 




99.0% 


60.5% 



<96> 



#71 59^1 q-Bj-\fl y>^- lk°), <&3-r]& wfl^eflolH^ 
BflAfl^A^ %Aflo. S ^§>^4- ^-^H^^^ll^oHlH^^r ^#5} 

^o.ofl £ *|4|<gj ^^Al^ofl^ t^^o] oj^cf. #°H^ ^*fl ^(HPLC)^* 

^^o.^, HPLC S?d^ ^-^cgt} ji^og- 

°HlH#<*£r #3.^ yfl-^eflolHi^ #^^o] ^ 
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^M3, <£^, -8-«fl£, 7>^)^- 7^H, ^ £ g ^-^^oi ^> 
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2] 

13^* 3] 

-M^H °J-3L^^4 4^-€r>o] t= 3- a] ^ ^ ^ ha>|. tiV-g-Al^]^ i&jfl* 
i^*Rr #3^^ S^-SH c 3. A ] 5fl ^ oHl H^<£ 2} 312:^. 
[^^J- 4] 

5] 
6] 
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